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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 06 July 2006 . 
2a)D This action is FINAL. 2b)G3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 38-47 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E] Claim(s) 38-47 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Continued Examination 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 6 July 
2006 has been entered. 

Status of Application, Amendments and/or Claims 

2. The amendment of 12 April 2006 has been entered in full. Claims 29-37 have 
been cancelled. Claims 38-47 have been added. 

3. Claims 38-47 are under consideration in the instant application. 

4. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Information Disclosure Statement 

5. Applicant in exhibits (D and E) submitted 4/12/06 provides translated abstract 
for documents CN1217660A and CN1062565C. The Office has considered the 
translated abstracts only because the Examiner does not read the language of the 
references. 

Claim Objections 

5. Claim 39 is objected to because of the following informalities: The recitation 
"interferon of claim 38 with SEQ ID NO: 2" is not clear. It is suggested that the Applicant 
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rewrite claim 39 as follows: "A recombinant super-compound interferon of claim 38 
consisting of the amino acid sequence of SEQ ID NO: 2". Appropriate correction is 
required. 

Claim Rejections - 35 USC § 112, second paragraph maintained 

6. The rejection of claims 29-37 under 35 USC 112, second paragraph as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is withdrawn and reapplied to pending claims 38- 47 
with respect to Applicants 1 recitation of "super-compound interferon". The Applicants 
canceling of the previously pending claims do not address the rejection of record (see 
Office Actions dated 8/23/05, page 4 and 3/20/06, page 3). 

Claim Rejections - 35 USC § 112, second paragraph (New) 

7. Claims 38-47 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

7a. Claim 38 recites the limitation "the primary sequence" in line 3. There is 
insufficient antecedent basis for this limitation in the claim. Claims 39-47 are rejected 
insofar as they are depend on claim 38. 

7b. Claim 38 is rejected as being vague and indefinite in the recitation of the term 
"changed spatial configuration and higher efficacy". It is unclear what causes the 
change in spatial configuration and higher efficacy in the instant invention. Applicant has 
not provided a reference for the changes because Applicant contends that there is no 
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change to the primary sequence (compared to IFN-con). Claims 39-47 are rejected 
insofar as they are depend on claim 38. 

7c. Claim 41 is rejected as being vague and indefinite in the recitation of the term 
"special promoter". There is no definition in the specification of a "special promoter". 
One of skill in the art would not be able to determine what constitutes a special 
promoter from any other promoter available. Claims 42-47 are rejected insofar as they 
are dependent on rejected claim 41 . 

7d. Claim 43 is rejected as being vague and indefinite in the recitation of the term 
"gene". It is unclear how a protein claim can further be limited by a nucleotide- 
encompassing claim. Further, " gene" also lacks antecedent basis. 

Claim Rejections - 35 USC §112 

8. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

8a. Claims 38-47 are rejected under 35 U.S.C. 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

To provide evidence of possession of a claimed genus, the specification must 
provide sufficient distinguishing identifying characteristics of the genus. The factors to 
be considered include disclosure of complete or partial structure, physical and/or 
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chemical properties, functional characteristics, structure/function correlation, methods of 
making the claimed product, or any combination thereof. 

The claims are drawn to super-compound interferon polypeptides with changed 
spatial configuration and higher efficacy than IFN-con without change to the primary 
sequence. The claims do not require that the claimed polypeptide possess any 
particular biological activity, nor any particular conserved structure, or other disclosed 
distinguishing feature. The specification teaches that super-compound interferon of 
SEQ ID No. 2 has identical primary sequence to IFN-con polypeptides of the prior art. 
However, there is no structural characteristic associated with the changed spatial 
configuration and higher efficacy that has been identified. 

Vas-Cath Inc. v. Mahurkar, 1 9 USPQ2d 1111, clearly states that "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description 1 inquiry, whatever is now claimed." (See page 1117.) The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
[he or she] invented what is claimed." (See Vas-Cath at page 1116). As discussed 
above, the skilled artisan cannot envision the detailed chemical structure of the 
encompassed genus of polypeptides, and therefore conception is not achieved until 
reduction to practice has occurred, regardless of the complexity or simplicity of the 
method of isolation. Adequate written description requires more than a mere statement 
that it is part of the invention and reference to a potential method of isolating it. The 
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compound itself is required: See Fiers v. Revel, 25 USPQ2d 1601 at 1606 (CAFC 

1993) and Amgen Inc. v. Chugai Pharmaceutical Co. Ltd., 18 USPQ2d 1616. 

One cannot describe what one has not conceived. See Fiddes v. Baird, 30 
USPQ2d 1481 at 1483. In Fiddes, claims directed to mammalian FGF's were found to 
be unpatentable due to lack of written description for that broad class. The specification 
provided only the human sequence. 

In this case, the only factor present in the claim is the primary sequence of super- 
compound interferon (SEQ ID NO: 2). There is no identification of any particular portion 
of the structure that is responsible for changed spatial configuration and higher efficacy. 
In addition, the specification does not identify the regions that must be conserved. 
Accordingly, in the absence of sufficient recitation of distinguishing identifying 
characteristics, the specification does not provide adequate written description of the 
claimed genus. 

Therefore, only isolated polypeptide comprising the amino acid sequence set 
forth in SEQ ID NO: 2, but not the full breadth of the claims (changed spatial 
configuration and higher efficacy) meet the written description provision of 35 U.S.C. 
.112, first paragraph. Applicant is reminded that Vas-Cath makes clear that the written 
description provision of 35 U.S.C. 112 is severable from its enablement provision (see 
page 1115). 

Claim Rejections - 35 USC § 102 

8a. Claims 38-40 and 44-46 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Stabinsky et al. U.S. Patent No. 4,695,623 or Stabinsky et al. U.S. Patent 
No. 4,897, 471 or Alton et al. EP422697A (Pub. Date 4/1991). 
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The references disclose an interferon protein sequence that is identical to the 
primary sequence to that of the instant invention (see Appendix A, also pagel lines 25- 
35 of the instant specification). The references teach interferon-a (human leukocyte 
interferon) composition. Absent evidence to the contrary it is expected that the 
consensus interferon of the prior art to contain identical functions to that of the instant 
invention. Although, not disclosed by the prior references the recombinant interferon will 
inherently contain the ability to inhibit DNA duplication and secretion of HBsAg and 
HBeAg of Hepatitis B Virus because of the increased antiviral activity. Similarly, anti- 
viral or anti-tumor activity are inherent to the protein. Therefore, claims 38-40 and 44-45 
are rejected under 35 U.S.C. 102(b) as being anticipated by Stabinsky et al. U.S. Patent 
No. 4,695,623 or Stabinsky et al. U.S. Patent No. 4,897, 471 or Alton et al. EP422697A 
(Pub. Date 4/1991). 

8b. Claims 38 and 44-47 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Blatt et al. U.S. Patent No. 5, 372, 808. 

Since Applicant asserts that the there is no change in the primary sequence, the 
interferon of the instant invention is considered identical to that of the prior art (column 
1, lines 50-65). Blatt et al. also disclose consensus interferon in a pharmaceutical 
composition comprising a pharmaceutically acceptable carrier (column 4, line 24-27). 
The anti-viral and anti-tumor activity are also disclosed (column 4, line 15-30). Although, 
not disclosed by the prior references the recombinant interferon will inherently contain 
the ability to inhibit DNA duplication and secretion of HBsAg and HBeAg of Hepatitis B 
Virus because of the increased antiviral activity. Therefore, claims 38 and 44-47 are 
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rejected under 35 U.S.C. 102(b) as being anticipated by Blattet al. U.S. Patent No. 5, 
372, 808. 

Claim Rejections - 35 USC § 103 

9a. Claims 38-46 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Stabinsky et al. U.S. Patent No. 4,695,623 or Stabinsky et al. U.S. Patent No. 
4,897, 471 or Alton et al. EP422697A (Pub. Date 4/1991) in view of Nasoff et al. (1999). 

The teachings of Stabinsky e al. U.S. Patent No. 4,695,623 or Stabinsky e al. 
U.S. Patent No. 4,897, 471 or Alton et al. EP422697A (Pub. Date 4/1991) have been 
described above in paragraph 8a. However, the reference does not teach the interferon 
expression in E. coli under the control of pBAD promoter. 

Nasoff report in Expression (April 1999), that pBAD promoter is capable of 
expressing high levels of the protein of the human genes in E.coli. pBAD promoters are 
tightly regulated by inducer arabinose (see pages 10 and 1 1 included). Therefore, it 
would have been prima facie obvious to the person of ordinary skill in the art at the time 
the invention was made to generate the recombinant interferon described in Stabinsky 
et al. or Alton et al. to express the protein under E.coli pBAD promoter reported by 
Nasoff et al. The person of ordinary skill in the art would have been motivated to 
express the protein under the control of pBAD promoter because this will allow one of 
skilled in the art to efficiently express the recombinant interferons in E.coli. There is a 
reasonable expectation of success because Stabinsky et al. U.S. Patent No. 4,695,623 
or Stabinsky et al. U.S. Patent No. 4,897, 471 or Alton et al. EP422697A (Pub. Date 
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4/1991) have expressed the mammalian interferon protein in E.coli. Therefore, the 
claims 38-46 are obvious over Stabinsky et al. U.S. Patent No. 4,695,623 or Stabinsky 
et al. U.S. Patent No. 4,897, 471 or Alton et al. EP422697A (Pub. Date 4/1991) in view 
of Nasoffetal. (1999). 

Double Patenting 

10.The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 
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10a. Claims 38-45 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-13 of 
copending Application No. 10/928,956 (US'956). Although the conflicting claims are not 
identical, they are not patentably distinct from each other because US'956 discloses the 
same super-compound interferon of the instant invention. That is both Applications 
claim a recombinant super-compound interferon with changed spatial configuration and 
higher (improved) efficacy. In addition, US'956 also discloses that super-compound 
interferon is produced by a high efficiency expression system using a "special" 
promoters such as pBAD by along with an artificially synthesized gene (see claims 6-8 
and 13). Further, it is claimed that super-compound interferon possesses anti-viral and 
anti-tumor activity (see claims 9-11). 

Therefore, it would have been prima facie obvious to one of ordinary skill in the 
art, at the time invention was made, to modify the compositions described in the US'956 
to contain super-compound interferon that has the primary structure of IFN-con. Thus, 
one of skilled in the art would have been motivated to modify the composition to 
comprise the interferon (IFN-con) with reasonable expectation of success. Thus, claims 
38-45 of the instant application are obvious over claims 1-13 of U.S. Application No. 
10/928,956. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

10b. Claims 38-45 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1, 5, 12-17 and 
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21 of copending Application No. 11/077,813 (US'813). Although the conflicting claims 
are not identical, they are not patentably distinct from each other because US'813 
discloses the same super-compound interferon of the instant invention. That is both 
Applications claim a recombinant super-compound interferon with changed spatial 
configuration and higher (improved) efficacy. In addition, US'813 also discloses that 
super-compound interferon is produced by a high efficiency expression system using a 
"special" promoters such as pBAD by along with an artificially synthesized gene (see 
claims 12-14 and 21). Further, it is claimed that super-compound interferon possesses 
anti-viral and anti-tumor activity (see claims 15-17). 

Therefore, it would have been prima facie obvious to one of ordinary skill in the 
art, at the time invention was made, to modify the compositions described in the US'956 
to contain super-compound interferon that has the primary structure of IFN-con. Thus, 
one of skilled in the art would have been motivated to modify the composition to 
comprise the interferon (IFN-con) with reasonable expectation of success. Thus, claims 
38-45 of the instant application are obvious over claims 1, 5, 12-17 and 21 of U.S. 
Application No. 11/077,813. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Conclusion 



11. No Claims are allowable. 
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Contact Information 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jegatheesan Seharaseyon, Ph.D whose telephone 
number is 571-272-0892. The examiner can normally be reached on M-F: 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback can be reached on 571-272-0961. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



JS 

Art unit 1647, 
September 1 1 , 2006. 
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